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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1 . Claims 9 and 23 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

2. With regard to claim 9, Applicant claims that the "intended use" of the device 
"may be indicated by a specific resonance frequency." It is unclear how this claim limits 
the structure of the claimed device. It is the position of the Examiner that any piece of 
matter comprises a specific resonance frequency, and, as such, the device disclosed by 
the prior art necessarily comprises a specific resonance frequency. 

3. With regard to claim 23, Applicant claims that the sensor, transmitter, and 
receiver are located in "close" proximity to one another, but fails to provide any definition 
of "close." It is unclear whether applicant means "close" to mean within inches, within 
the same room, within the same building, or even within the same town. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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5. Claims 1-4, 9-11, and 13-21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US 2004/0082867 A1 to Esch et al in view of US 6,272,903 to 
Crozafon et al. 

In the specification and figures, Esch discloses the apparatus substantially as 
claimed by Applicant. With regard to claims 1, 3, 9, 13, and 17, Esch discloses a graft 1 
for transporting biological fluid. The graft comprises a pressure sensor 2 that comprises 
a capacitive pressure sensor 20 and an inductive coil 30 that form an electric circuit 
(see paragraphs 0034, 0035). The inductive coil energizes the circuit, which measures a 
change in capacitance between the sensor and coil, which indicates a pressure change. 
The capacitance is measured by a second, external coil, which transmits the data to a 
controller 100 that is capable of performing data analysis (see paragraphs 001 1 , 0045). 

Esch fails to specifically disclose that the pressure sensor is part of an 
extracorporeal circuit. However, Crozafon discloses a pressure measuring device that is 
placed on a tube that handles fluid flowing to and from the human body, (see paragraph 
4-13). All of the elements of the claimed invention are known in the art, and it is the 
opinion of the Examiner that one having ordinary skill in the art at the time of invention 
could have combined the claimed elements (using the pressure sensor disclosed by 
Esch in the extracorporeal system disclosed by Crozafon) by known elements, yielding 
only the predictable result of an extracorporeal circuit with a pressure sensor. 

With regard to claims 2 and 4, Esch discloses that in one embodiment, the 
capacitor comprises a split cylindrical capacitors comprising a trapped fluid 
(corresponding to applicant's compressible container) (see paragraph 0013). 
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With regard to claim 10, Esch discloses that the sensor may be embedded within 
the walls of graft 1 (see paragraph 001 1 ). 

With regard to claim 1 1 , Esch discloses the use of one or more electrical fields to 
generate the pressure measurement. 

With regard to claims 14 and 15, Esch and Crozafon disclose each structural 
element of the pressure sensor set forth in claim 1 - see rejection above. 

Esch teaches that the pressure sensor may be integrated within the walls of the 
graft tube or placed outside the graft tube, but is silent as to the method of molding or 
attachment. The claimed phrases "wherein the device is insert molded" and "wherein 
the sensor is glued or welded to a wall" are being treated as product by process 
limitations; that is, that the pressure sensor is attached by the claimed methods. As set 
forth in MPEP 21 13, product by process claims are NOT limited to the manipulations of 
the recited steps, only to the structure implied by the steps. Once a product appearing 
to be substantially the same or similar is found, a 35 U.S.C. 102/103 rejection may be 
made and the burden is shifted to applicant to show an unobvious difference. See 
MPEP 2113. 

Thus, even though Esch is silent as to the process used to mount the pressure 
sensor to the tube, it appears that the product suggested by the prior art would be the 
same or similar as that claimed; especially since both applicant's product and the prior 
art product is attached to a biological fluid tubing line. 

With regard to claim 18, Applicant is setting forth the function of the claimed 
apparatus. It has been held that a recitation with respect to the manner in which a 
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claimed apparatus functions does not differentiate the claimed apparatus from a prior 
art apparatus satisfying the claimed structural limitations. See MPEP § 21 14. In the 
instant case, it is the position of the Examiner that the controller disclosed by Esch is 
capable of being programmed to include an atmospheric pressure as a reference 
pressure, suggesting the limitations of the claims. 

With regard to claims 16, 17, 19-21, Esch discloses that the graft is used to shunt 
blood for a dialysis procedure (see paragraph 0010), corresponding to Applicant's 
extracorporeal fluid management. 

6. Claims 5-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over US 
2004/0082867 A1 to Esch et al in view of US 6,272,903 to Crozafon et al, further in view 
of US 5,756,900 to Arie et al. 

In the specification and figures, the cited prior art suggests the apparatus 
substantially as claimed by Applicant (see rejections above), with the exception of a 
rigid box with a flexible membrane. Arie discloses a pressure sensing apparatus that is 
deployed on a tube that carries fluid. The sensor apparatus comprises a rigid metal box 
with a deflectable membrane 24 on one side (see Arie FIGS 1-3 and accompanying 
text). All of the elements of the claimed invention are known in the art, and it is the 
opinion of the Examiner that one having ordinary skill in the art at the time of invention 
could have combined the claimed elements (using the housing disclosed by Arie to hold 
the pressure-sensing capacitors disclosed by Esch in the extracorporeal system 
disclosed by Crozafon) by known elements, yielding only the predictable result of an 
extracorporeal circuit with a pressure sensor. 
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7. Claims 12, 22, 23 (as best understood), and 24-28 are rejected under 35 U.S.C. 
103(a) as being unpatentable over US 2004/0082867 A1 to Esch et al in view of US 
6,272,903 to Crozafon et al, further in view of US 5,807,258 to Cimochowski et al. 

In the specification and figures, the cited prior art suggests the apparatus 
substantially as claimed by Applicant (see rejections above), with the exception of using 
an RF signal to communicate between components. With regard to claims 22 and 28, 
Cimochowski discloses an ultrasonic sensor for monitoring the pressure within a 
vascular graft, similar to the Esch device. The circuits include an RF coupling coil that 
transmits pressure information outside the patient's body. Use of RF simplifies the 
electronic circuitry that must be implanted in the patient (see Cimochowski column 9, 
line 25 to column 1 0, line 1 5). Accordingly, it is the position of the Examiner that it would 
have been obvious to one having ordinary skill in the art to use RF signals as disclosed 
by Cimochowski to relay pressure signals in the device suggested by Esch and 
Crozafon in order to allow for remote pressure monitoring. 

With regard to claims 24-27, Esch and Crozafon disclose the use of the pressure 
measurement apparatus on extracorporeal circuits, including dialysis (see rejections 
above). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LESLIE R. DEAK whose telephone number is (571 )272- 
4943. The examiner can normally be reached on Monday - Friday, 8:30am-5:00pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tanya Zalukaeva can be reached on 571-272-1 115. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Leslie R. Deak/ 
Primary Examiner, Art Unit 3761 
5 February 2009/Leslie R. Deak/ 
Primary Examiner, Art Unit 3761 



